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CRC, 10/14/2003 


OLC 75-2780 
30 October 1975 


MEMORANDUM FOR: Director 

SUBJbCT : Presidential Commission for tlie Protection 

of Human Subjects Involving Biomedical and 
Behavioral Research. 


1. Attached for your consideration are the Pros and 
Cons of the subject legislation. My earlier memorandum 
covers the same ground and is attached as Tab D. While 
we may not wish to communicate your decision to the Senate 
Subcommittee at this time, we will need your decision in 
house so we can start preparing testimony for the 7th of 
November. Please verify your position by checking the 
appropriate boxes below. 

DC I Membership . .Yes No 


CIA Acceptance of Commission Oversight . .Yes No 


2. There are a few non-policy technical problems with the 
language of the Bill. These can be taken care of by negotia- 
tion with the Subcommittee. 

3. Written views from the Office of Security, Office of 
Medical Services, Office of General Counsel, ORD, DDSfjT, and 
Office of Scientific Intelligence are attached as Tab B. The 
views of the foregoing were expressed in Tab A. Tab C is a copy 
of the Bill. 


George L. Cary 
Legislative Counsel 
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OLC 75-2780/a 
30 October 1975 


MEMORANDUM 

SUBJECT: Presidential Commission for the Protection of 

Human Subjects Involving Biomedical and Behavioral 
Research 


1. Subject bill, sponsored by Senators Kennedy, Javitz, 
and Schweiker, is designed to establish a permanent Commis- 
sion to oversee human-use experimentation. The bill will 
double the size of the present temporary Commission by adding 
the Secretaries of Health, Education and Welfare, Defense, 
the DCI , the Administrator of the Veterans Administration, as 
well as four Representatives and four Senators. The purpose 
of adding Federal agencies, according to Senator Kennedy, is 
to provide a mechanism whereby Top Secret research can be 
reviewed by those members of the Commission who have such 
clearance. Finally, the bill requires Federal agencies to 
furnish information on such research and experimentation to 
the Commission on request. Therefore, the questions under 
consideration are whether the DCI should be a member of the 
Commission and whether the CIA, departing from past practices 
should provide information on parts of its programs to the 
Commission. 

2. The following treats the foregoing questions separate 
a. DCI membership on the Commission. 

PRO: Membership would have the advantage of 

having the Agency views represented directly on 
the Commission and will allow the Agency to parti- 
cipate in the shaping of procedures. 

PRO: In light of recent exposures of Agency 

improprieties in this area, it would be bad public 
relations to decline membership. 

PRO: It would provide a forum for the exchange 

of information in this field. It would be a 
relatively cheap way to get a fix on the technology 
in this area as well as provide a channel to dis- 
seminate Agency information on foreign developments. 
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PRO: Membership will directly expose the 

Agency to contemporary public concern on the 
ethical and moral aspects of experimentation. 

It is another opportunity for the Agency to de- 
isolate itself. 

"il ft 


CON: Membership might lead, to charges that 

the Agency was involved with domestic affairs. 

CON: Since Agency programs are limited, the 

CIA has no contribution to make to the Commission’s 
deliberations nor will it have any particular 
concerns about Commission pronouncements. 

3. The provision of program information to the Commission 
is a departure from present practices. Although the Commission 
is a mixed bag, it is a Presidential Commission and as such, it 
will be difficult to evade its oversight. It is believed that 
the Agency can accept the additional oversight and live by the 
rules which may be forthcoming. There were some concerns 
expressed about security and the scope of the oversight. 
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MEMORANDUM FOR: Executive Assistant/DD/S&T 

SUBJECT : Hearing on Human Experimentation and Proposed 

Legislation 



1. The ORD recommendations for changes to the proposed 
Congressional Bill are as follows: 

a. Page 2 in the sentence "Until such time as the 
President acts to appoint" -- insert the following: 
members to the "Commission" , 

b. Page 4 following the statement "(including 
national security)" it is suggested that some modifier 
be included to indicate such revelations be made only 
in accordance with directives governing the protection 
of classified information. 

c. Page 4--we suggest a change to the sentence 
"By majority decision of the Special Committee, such 
information shall be disclosed without regard to the 
sensitivity of such information to the full Commission 
upon a finding by the Special Committee that there is 
or will be an adverse impact upon the protection of 
human subjects of research." We suggest that this 
sentence be modified to direct that the Special 
Committee attempt to institute corrective action in 
any situation requiring the protection of human 
subjects of research. If those attempts should fail, 
the Special Committee could then bring this matter to 
the attention of the Full Commission in accordance 
with directives governing the protection of classified 
information. (For a similar matter on clas s 1 f icat ion 

we call your attention to Employee Bulletin I STATINTL 

d. Page 5 — it is believed that the phrase 
"institutionalized mentally inform" should read 
institutionalized mentally infirm . 
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SUBJECT: Hearing on Human Experimentation and Proposed Legislation 


e. Page 6--in the statement "and employees and 
agents of the Central Intelligence Agency" we feel that 
ii" is important to insert the word "contractors" in lieu 
of "agents" since the CIA common useage for the title 
'agent' would be a foreign national whose identity could 
not be revealed and it is felt that the intent of the 
Bill meant to reflect contractors . 


Deputy Director 
of 

Research and Development 


STATINTL 
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' DD/S&T-4060-75/1 

: 6 October 1975 


MEMORANDUM FOR: Office of Legislative Counsel 

SUBJECT: Hearing on Human Experimentation and Proposed Legislation 

REFERENCE: Letter from Senator Edward M. Kennedy dated 30 Sept 1975 

( ER- 7 5-867 1/1 ) (0LC-75-2460) 


1. The following comments are offered for use by the Director when 
testifying on the proposed legislation. 

2. Gener al - We recommend strongly that the DCI not be a member 
of the proposed commission. The CIA has no contribution to make to the 
deliberations of such a group nor particular concerns about its 
pronouncements--whatever they may be. At the same time, it appears 
that we can accept and live by any rules that may be forthcoming. If 
new concerns emerge with time, we can always seek any necessary relief. 

On these bases, we do not see why the DCI need be involved. 

3. Spe c ific - Sec. 481 (g) - The Special Commission decides whether 
or not classified material will be released to the full commission. 
However, nothing is then said as to how the commission will release 

the information to the public, and if it will first touch base with the 
originator. 

Sec. 482 (a)(2) - We simply note that it seems odd to include 
"employees and agents of the Central Intelligence Agency" in the term 
"military personnel." 


STATINTL 


Sayre Stevens 
Associate Deputy Director 
for 

Science and Technology 


- . v. 
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21 October 3.9 75 


MEMORANDUM FOR: 


OLC 


SUBJECT : Comments on Legislation to Establish a 

President's Commission for the Protection 
of Human Subjects of Biomedi.ca3. and 
Behavioral Research 


1. The attached bill seems to be very poorly drafted. 

a. The last sentence in section 481(a) (4) "[u]ntil 
such time as the President acts to appoint members of 
the National Commission for the Protection of Human 
Subjects of Biomedical or Behavioral Research are deemed 
members of the Commission as of the date of enactment 

of this act." carries /unintelligibility to a new high. 
Hopefully it is a garble. 

b. There seems to be a contradiction between 
section 481(a) (3) which states inter a lia that the 
DCI shall be a member o'f the President’s Commission 
for the protection of human subjects of biomedical 
and behavioral research and section 481(b) which 
states that the term of office of each member of the 
Board shall be four years. If "Board" is intended 
to be synonomous with "Commission" then, unless 
this bill is broadly hinting that the DCI be limited 
to a four year term, there would be obvious tension 
between subparagraphs (a) and (b) of section 481 in 
the fifth year. If "Board" is not synonomous with 
"Commission" then a definition would be useful. 

c. Section 482(a)(2) defines "children," "prisoner, 1 
"institutionalized mentally infirm," and "military 
personnel." While it is most gratifying that CIA 
employees and agents are included in the latter rather 
than "the former categories, a fifth category might be 
more appropriate . 

2. On a more fundamental level, three objections may be 
levied against this bill. First, there is no need for 

CIA employees and agents to be singled out. Indeed, the 
legislative purposes would more faithfully be served if the 
bill were broadened so that in place of the present language 
in section 482 (a)(2) that " ftjhe Commission shall 'identify 
the requirements for informed consent to participation in 
biomedical and behavioral research by children, prisoners, 
military personnel, and the institutionalized mentally 
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inform." [sic] The bill read "...children, prisoners, 1 
military personnel, civilian personnel, and ...." Certainly 
Congress cannot intend that ‘the standards of informed con- 
sent, which would apply to members of the Armed Forces or 
the CIA, would not apply to agents of the FBI or DEA. 

3. Second, there is no need for language which might 
further erode this Agency's abilities to carry out its 
functions. Thus, while it is objectionable that the Commission 
establish ethical principles and guidelines for the conduct 
of biomedical and behavioral research in order to protect 
human subjects, and legitimate that the Commission should be 
able to secure directly from any department or agency of the 
United States, information necessary to enable it to carry 
out it's duties [section 481(g)], it v/ould be advisable to 
include language to the effect that "such information shall 
be limited to principles, procedures, and guidelines for 
selection and protection of human subjects and shall not in- 
clude information on classified research or intelligence sources 
and methods." In this way the Commission would be able to 
"protect" human subjects ar^d this Agency v/ould be able to 
protect sensitive operations. This suggestion is made not- 
withstanding the fact that subsection (g) also provides that- 
classified information shall be furnished to the "Special 
Committee" composed of four senators, four representatives, 
the Secretary of HEW, the Secretary of Defense, the Administrator 
of the Veteran's Administration, and the DCI because subsection 
(g) further states that "[b]y a majority decision of the Special 
Committee, such information shall be disclosed without regard 
to the sensitivity of such information to the full Commission 
upon a finding by the Special Committee that there is or will 
be an adverse impeict upon the protection of human subjects 
of research." The automatic eight-to-four congressional major- 
ity could, in effect, override executive branch classification 
determinations and further erode the ability of the DCI to 
protect intelligence sources and methods. 


4. Finally, it is necessary to question whether the DCI 
should be a member of the President's Commission for the pro- 
tection of human subjects of biomedical and behavioral research. 
The DCI, as the senior intelligence officer of the United States 
Government, has at least four functions. These are: Providing 

foreign intelligence for U.S. policymakers; managing the Intelli- 
gence Community ; protecting sources and methods; and managing 
intelligence relations with foreign governments. The function 
of this Commission is not sufficiently related to these DCI 
functions, and therefore, the DCI perhaps ought not serve on 


the Commi s s ion . 
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9 DOT 1975 


MEMORANDUM FOR: Assistant Legislative Counsel 

SUBJECT: Comments on Proposed Legislation 

"President's Commission for the 
Protection of Human Subjects of 
Biomedical and Behavioral Research 
Act of 1975" 


1* The impact on the Agency of the proposed legis- 
lation should be considered in the following contexts: 

a. The proposed existence of the 
Commission; 

b „ Membership on the Commission of 
the Director of the Central Intelligence 
Agency ; 


c. Poxver of the Commission to secure 
information; 

d. Requirement to publish the recom- 
mendations of the Commission; 

e. Power of the Commission to enforce 
its recommendations; 

£. The transfer of the functions, powers 
arid duties of the National Commission for the 
Protection of Human Subjects of Biomedical and 
Behavioral Research (03 Stat. 348-351} to the 
President's Commission? 

g. The repeal of Part A of Title II of 
the National Research Act (42 USC 2091) and 
sections 211 and 213 of the National Research 
Act. 


TV 
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SUBJECT : Comments on Proposed Legislation 
"President's Commission for the 
Protection of Human Subjects of 
Biomedical and Behavioral Research 
Act of 1975" 


2. The proposed objectives of the new Commission, 
in the light of the already extant extensive provisions 
xor the protection of human subjects in medical research, 
strongly suggests that the proposed legislation is 
directed in part specifically toward the control of this 
subject in the CIA and military organizations and in 
certain subject areas such as psychosurgery and the use 
of prisoners that have been recently subject to congressional 
investigation. While employees and agent 3 of the CIA are 
included as "military personnel", civilian employees of 
the Department of Defense, including employees of DIA, are 
not. i 


3. Membership on the Commission by the Director of 
the Central Intelligence Agency is surprising in view of 
the vary small amount of human research carried out by the 
Agency in comparison to that carried out by other agencies 
and departments of the Government. His designation as 
Director of the CIA rather than Director of Central 
Intelligence implies that the CIA ratner than the intel- 
ligence community is the focus of interest. Representation 
by the 3CIA is good in the sense that wa may have a voice 
in the procedures. This is important since potentially 
the Commission is powerful and uneducated in the unique and 
essential requirements of the intelligence profession. 

4. The authority to be vested in the Commission to 
secure information without regard to security classifica- 
tion is of concern. Under specified circumstances such 
information may be divulged to the entire Commission. 

Such authority may affect the intelligence community and 
its ability to conduct intelligence activities. Measures 
to prevent unauthorized disclosure of classified informa- 
tion on sensitive intelligence activities should be 
provided for . 


- 2 - 
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SUBJECT; Comments on Proposed Legislation 
"President's Commission for the 
Protection of Human Subjects of 
Biomedical and Behavioral Research 
Act of 1975" 


5. The requirement to publish the recommendations 
of the Commission and under certain circumstances the 
response of the Agency in the Federal Register could 
also present a serious security problem. An alternative 
mechanism should be sought (see also 4. above) . 

6. The power of the Commission to enforce its 
recommendations indirectly will be very great indeed. 

Any action by the Agency contrary to the recommendations 
of the Commission will be subject to litigation. 

7. The transfer of the functions, powers and duties 
of the National Commission for the Protection of Human 
Subjects of Biomedical and Behavioral Research to the 
President's Commission presumably invests the President's 
Commission with additional functions, powers and duties 
that are not described in the proposed legislation. Also, 
the repeal of certain specified portions of the Rational 
Research Act is noted but not described in the proposed 
legislation* 

8. The proposed legislation was obviously designed 
to achieve several goals and may nob have been designed 
optimally to achieve any one goal. The specific effect 
with which we are concerned is the formulation of proposed 
legislation for the protection of human subjects of bio- 
medical and behavioral research carried out by or under 
the > sponsorship of the CIA. In formulating such proposed 
legislation due consideration must be given to;, 

a. the special requirements of the 
intelligence profession; 

b. the special requirements of responsive- 
ness and accountability to the President and to 
the Legislative Branch in our Democracy? 

c. the clear distinction between research 
and intelligence operations (analogous in some 
respects to the distinction between medical 


—3- . 

- »■ 
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SUBJECT : Comments on Proposed Legislation 

"President's Commission for the 
Protection of Human Subjects of 
Biomedical and Behavioral Research 
Act of 1975" 


research and the practice of medicine alluded 
to in the above proposed legislation; and 

d. the special requirement for secrecy 
in tha intelligence profession. 


t 


Acting Director 
Scientific Intelligence 


25X1 A 
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MEMORANDUM FOR: 


SUBJECT 


REFERENCE 


STATINTL 

Office of Legislative Counsel 

1 roposed Senate Bill by Senator Kennedy 
on the Protection of Human Subjects 

OLC 75-2460 


nf +E«’n-FP I - ie f0 p\°, Wi ^ g fojf 1161113 which represent the views 
of the Office of Medical Services are forwarded for your 
consideration m the hope that they will provide constructive 
suggestions. At the outset I wish to emphasize that' I 
applaud the genera! intent , of Senator Kennedy's proposed 
Bill. Specifically, Sections 482 and 483 are matters of 
deep concern not only to health professionals but to the 
pimlic in general The legal, ethical and professional 
aspects of human experimentation are currently ranked 
among flip most pressing problems in our society and is 
being addressed by a number of the most prestigious oraani- 
nJL 1 ™ 13 ? nd V? di yi^uals concerned with these problems. The 
Office of Medical Services would certainly welcome and 
comply with established guidelines to the extent that they 
can be defined in a meaningful way. y 


2. ^Whether a Presidential Commission can add further 
focus and attention on the problem is hard to jud^e If 
the solo purpose of the Bill is to assure compliance by 
the Central Intelligence Agency then it would appear to 
me that there is probably a simpler way to achieve that 
goal through existing Executive or Congressional direction. 


,3. If it is deemed advisable to 
Commission then I would like to raise 
the Bill as follows: 


establish a Presidential 
certain questions about 


a . 

include 


It strikes me that it might be inappropriate to 
the Director of Central Intelligence as a 
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SUBJECT: Proposed Senate Bill by Senator Kennedy on the 
Protection of Human Subjects 


member of the Commission as it would probably lead to 
charges that the Agency is involving itself in domestic 
matters . This must be weighed against the advantages 
of having the Agency's views represented directly on 
the Commission. 

b. I have doubts as to whether a Commission of 
this size meeting periodically would be able to address 
in any detail all of the various aspects of human experi 
mentation in depth unless it had a very substantial full 
time staff. It has been our experience that -policing 
the compliance of contractors, be they government or 
private, can be done quite effectively by our own staff 
given the appropriate guidelines. 

c. Section 481 (2) (g) deals with the question of 
providing National Security Information to the full 
Commission and in some cases disclosure. This area 
should be examined most carefully since our experience 
resulting from the Katzenbach Report showed that some 
institutions were unwilling to undertake well-controlled 
and unclassified research if their institution would be 
openly identified with the Central Intelligence Agency. 
It is likely that outstanding researen institutions 
would be even more reluctant to provide consultation 
and. support in today's climate with the net effect that 
CIA will find it increasingly difficult to engage the 
services of organizations committed to the standards 
intended by Senator Kennedy. 

_ 4 • I note that the proposed Bill recommends that the 
Commission investigate the use of psychosurgery but excludes 
electric shock treatment and other forms of brain surgery. 

I suspect that I share the same concerns about psychosurcery 
but question whether the Bill should proscribe a specific 
area of investigation and exclude other forms of therapy 
which are currently under review by health professionals. 

S. I am unable to comment on whether a Presidential 


- ? _ 
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SUBJECT: Proposed Senate MU by Senator Kennedy on the 
Protection of Human Subjects 


Commission would provide benefits and direction boyond 
those already incorporated under the National Research 
Act but assume that this will be spelled out in some 
de t a.i 1 . 

STATINTL 


.D. 

J M.D. 

Deputy Director of Medical Services 
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MEMORANDUM FOR: 
ATTENTION : 
THROUGH : 
SUBJECT 


Legislative Counsel 


REFIsRBHCE 


Deputy Director for Administration 

Senate Bill to amend the Public Health 
Service Act to establish a President’s 
Commission for the Protection of Human 
Subjects of Biomedical and Behavioral 
Research 

i 

OLC request for comments on subject 
bill, dated 2 October 1975 (OLC 75-2460) 


1. Pursuant to the referenced request, the Office 
of Security has reviewed the subject bill proposed by 
the Subcommittee on Health. The following comments are 
forwarded for your consideration. 


2, Sections 481(g) and 4S2 (a)(1)(C) provide the 
Commission with the authority to review all biomedical 
and behavioral research on. human subjects conducted by 
and through federal agencies and to directly secure from 


any agency information necessary to enable the 


Hie Commission 
Should the secured information 


to carry out its duties, 
be classified, it would be received by and limited to the 
Commission’s Special Classified Information Committee. 
However , if this Committee, during its consideration of 
such classified information, found that there . is or would 
be an adv< 


upon the protection of human subjects 
of research, it must disclose the information to the fall 


r&rse impact upon tin 


Commission without regard to the information’s sensitivity. 


the 


of Security 


above requirements have little effect 
v programs, they do provoke security 


3. Although 

upon Office , _ 

interest relative to protecting Agency classified information 


OS 5 872 2 
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and intelligence sources and net hods, should such Agency 
material ba directed to tne Commission. Thus, physical 
security procedures planned by the Commission along with 
clearability requirements for Commission members and 
associated staff personnel are security areas which need 
eiari creation. 

4. Section 432(a)(2) identifies individuals who appear 
to be unable to protect their own rights such as children, 
prisoners and the mentally infirm. Tile inclusion of current 
and former military personnel with those types of individuals 
seem to be questionable. Further, to define CIA employees 
and agents as military personnel to the exclusion of civilian 
employees for the Department of Defense and other fedora! 
agencies is somewhat unclear. 

5. Finally, Section ,414 (b) provides that any agency 
receiving Commission recommendations must publish such 
recommendations in the Federal Re gister and provide an 
opportunity for interested ’"persons to” submit written data, 
views and arguments with respect to such recommendations. 
Should the agency determine that the Commission’s recom- 
mendations are not appropriate, the agency must publish 

in the Federal Regis ter its determination together with an 
adequate statement of the reasons for it. This Section 
does not provide for exempting classified information from 
the publishing requirement. 

6. In view of the above, it is recommended that the 
Office of Legislative Counsel request the Senate Subcom- 
mittee preparing the bill to consider those security issues 
in order to ensure that classified information is appropri- 
ately protected against unauthorized disclosure. 


STATINTL 



Robert W. Gambino 
Director of Security 
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CONGRESSIONAL RECORD — SENATE 
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' r-rd accounting proved tires and Jimii.af.tohs.pn, butlgi^ j'iJUiip turn J'ea 

- expenditures and bo^pprtOved dnoifeR^ease ( 2li),3/rJ2/Jtti: 

may require, such State Khali — • program for the rc (Ire 

. (J) .hrtvR Its entitlement under the State 
. and Local. Fiscal Assistance Act of 1072, or 
other comparable general purpose financial 
. assistance from the Federal Government, as 
■- • , determined by the Secretary withheld until 
' f- such -time as tbs Board is satisfied and that 
-y;. such State is taking all • practicable steps 
".-' to assure that Buch obligations and under- 
' -v takings as are set forth in the plan required 
, by subsection (e) of this section are being 
;i~Kie t; or .. . - 

A'T ( 2 ) rball be assessed a civil penalty equal 
"to such sums to which the State was entitled 
under the State and Local Fiscal Assistance 
■ ■". -'- Act of 197’2 for the fiscal years June SO, 3973, 

Abryjune SO, 1974, and June 30, 1973. - 
■..-Jrb (g) The Secretary shall consult, as neces- 
ear y, with any State or general local govern-. 

* cement which has received assistance under 
this Act concerning any matter which may 
bear upon the ability of tile unit of govern- 
meat to repay the obligation within the time 
.-"fixed therefor and reasonable protection to 
" the United States." "r • 


program for the retirement of the applicant's 
non-current short-term debt and (c) specific 
assurances that the State will permit tlie ap- 
plying local government to use any. lawful 
revenue raising mechanisms that may bo 
necessary to avert default on the guaranteed 
obligations. 

No expenditures or borrowings would he 
permitted that were not specifically included 
In the plan. ; 

The Board can approve by majority vote 
any amendments to the plan. 

Any State that failed to enforce a plan that 
H had endorsed would have its revenue; shar- 
ing payment (or other general purpose finan- 
cial assistance) withheld until it was once 
again In compliance with the requirements 
of the Act. ... 


^cFf'^In9ure^In^!)o Stats? of Teimes- 


No informed consent accompanied the. 
use of this experimental drug. Indeed 
the drug was used at the Arlington School 
and Hospital for the Mentally Retarded. 
Again, there was no informed consent.” 

Phc subcommittee also heard of the 
use of medical devices, which were de- 
veloped in isolation, without careful sci- 
entiiic scrutiny, and which did grievous 
harm, to many patients. 

The- common thread of all of these 
■ stories was the absence of informed con- 
sent, the absence of adequate protection 
for the patient. In all cases, the. doctor 
or the researcher was able to operate 
without the checks and balances which 
have since been accepted sis fin integral 


it; , t “““ ‘''■“'•ru. unnu. B j- KTNKFDV ffnv hirncfUf ‘ “VIITO oi aaequp.le protection 

this Act concerning any matter vtfiicla may • “G * ajjmnrux uor.mi.aseu, £ or natmDfc In 

hear upon the ability of tJie unit of govern- ^ Mr. K>CHWE3KER K a,nci 3v5x. Javits) l +i in + UOwtoi 

merit to repay the obligation xrittiln the time ' 2515, . A bill to amend tile Public \Athoiii tl- ^ r»h c*r-br 

•ftsed therefor and reasonable protection to Health Service Act to establish the Presi- and balances v.vne?- 

the United states.- ■ ■r. dent’s Commission for the protection of Jj? m C ° »■ een s 5^ ce P^ e{ l ^ fin integral 

. -A'.; -A-'' •" ••"-human subjects involved, in biomedical lUrX « ^ b,onxea »cai and behavioral re-r 

~ v****™™ or Bmu - . and behavioral research, and for other fn* £ 10cess -' 

Title: Emergency Intergovernmental As- pimposes. Iteferred to the Committee on. ' ■ congress responded to these out- 

' tlstencoAot ofiBTR. -;- . • " Labor and Public Welfare. ■ ... ■ “ ' . National 

Geticral Dcsmpttan: The bm establishes ^ KENNEDY. Mr President I rise Act of 107 -■ which established 

an Emergency Intergovernmental Assistance ■ . ’ . .l . _u.. r-itaruenu, r rise y le National Commission fm- «,«. r> 

Board composed. of five members — the Eecre- . oa belialf of myself and Senators Javjts -tectlotJ of fitunan Subl^cTrf'w^w v*°t 
■t&ry of, the Treasury, the Secretary, of KUD, atlc * Schwbucbr to introduce the Presi-. 4maTff3iaviW*Y*IW«oo'iAK' - ^s' — — ^ Cdical 
snei three membera. with outstanding private nent’s .Commission for the protection of ReaFfr^"'fiarif - fAT - , «»S 8 J C “* Localises- tne 


arm tnree members- with outstanding private uoius vummiswuu lor u«s protection Of if ' wv 

experience appointed, by the President with Human Subjects of Biomedical and Be- rJ., v locused 01 L . lti \ e . a 5n - the 

the advice and consent of the Senate. -The . havJoral Research Act of 1915 which re- '-otItc lunen E , •Health, Laucation, and 
Board .will determine,, by majority "vote, establishes tlie National Commission for S l ^ a « se was lieheved ttiat 

whether junsdictiomi are eligible for assist- the Protection of Human Subtacte ol mo£,(, " 0:1 t lc delations occurred in pre- 

ance provided under this. Act. The Board grams ,maer ^ Purview of that agency 

v?l!l have not to exceed ten days from the c; omecucai and AHiAVioral Leseaicn <-s a anc j ) Jt i Cftuse focusintr on that , s 

— r +^«- Presidential. Commission, -hronrlens -its 011 *hat agency 


; -the advice and consent of the [Senate. The havSornl Research Act of 1975 which re- 
B ° ard >' 1U determine,, by majority "vote, establishes Uie National Commission foi 
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will have not to exceed ten days from the i? omechcftl and Leha.Vioml Leseaxc.l as a 
. date of- application in v.-hich to make this Presidential.. Commission, broadens its 
decision. If the. Board votes In favor of m- jurisdiction, and expands the couiposl- 
. eistance, this •" recommendation Is .then tion of its membership. 

P*«ed 011 to the Secretary of the Treasury -. ..Mr. President, this Nation was shocked 
who Khali provide assistance by guaranteeing ...several years ago by the revelations of 
a tax&uie bond issued by tlie eligible state or imethical researcli and unethical medical 
local government. The Secretary has no dis- „ ti 0 , l{ . jn nm! , rn ' , 

ere tion as to whether to provide assistance l 9~ 

once the Board has voted favorably, SO] oil by llepartnienv of Health, Lduca- 

EUgible Governments: Any state or general fion, and -Welfare funds. In Tuskcgee," 

- purpose unit of. local -government will be Ala., black men were enrolled in a syph- 

eiigible for this assistance. In the case of a His study and wei'e denied treatment for 
local government, the st ate will also have to this dread disease for over 30 years long 
participate in the application, (see other Be- after the time that syphilis became an 
quirerpents). la order to be eligible for as-, easily- treated disensp Tn Mimbnmpn- 
Pittance, the state or local government must A Ht 5, 

have failed in a bonafide attempt. to obtain AIiCl. and tamrue Relph. two teenage 

private financing. In jidl&ition, tn the case of OTIC OI ^lioni was reo&rde<3» W ei’G 

a local government, the state would have to .sterilized without their parent’s hnowl- 
ehow that it had provided as much assistance . edge or 'consent. In Mississippi, experi- 
to the local government as is feasible v/lthout mental psychosurgical techniques were 

- jeopardizing the state’s. own_credii worthi- carried out without proper experimental 


alone was in itself a mammoth job, the 
Commission’s jurisdiction, .ws&iimited to 
-the p.tog.rams_C)f_HEW, As structured, the 


"• ■ -Mr. President, this Nation was shocked dommSastan^l^T- ' » str “ ctur . eu * the 
-several years ago by the revelations of for i0 nioirih^^ vevi™ b ff n m existence 
unethical research and unethical medical +hp rr-nfvotimV 17 ?* the po , ll . cle L s for 
practice carried out in programs spoil- '• rt ™ of „ huma n subjects m 

sored by department of Health, Kduca- ■ S n i fc waa . charce ? 

tion, and -Welfare funds. In Tuslicgee.'t ^ J v.uJ chr . psychosur ~ 

Ala., black men were enrolled in a syph- . KS r priso “ ers - apd 
His study and were denied treatment Tor. 2 s J veil t ? ae 


^overrnnera wan v>e meu wac uuruueu m n sypxi- . .4-1-,^ vn^-nfoTTvr r ' — 1 ,, 

ce. in the case of a His study and weie denied treatment for. overall nmtfW.rmfffi?' ? S v' eU t f ie 
vte will also have to this dread disease for over 30 years, long r R. system for human sub- 

dion (see other Be- after the time that sypliilis became an '^ndation- m tir 5'Hl! ilalane rec “ n " 
> be eligible for as- easiiv- treated disease In Monbrnme-v alenQftU ° r ta In. all oi riiese areas. Tne 

'i«om to the hdfls, one : of whom was retarded, were rtfS^ er, - < Jw t l? m A ma5{! r if he 

state would have to sterilized without their parent’s knowl- publish the 


- Eligible Securities: Any taxable bond guar- 
anteed by the Federal Government would 
have to be backed by the full faith and credit 

of the issuing government. . 

• Maturities -of Guarantees: . The guarantees 
covad he offered on securities with maturities 
of up to ten years’. .. ...... 

interest Hate, Fees anti Charges: The guar- 
anteed taxable bonds will have their interest 
rate .set by tlie market, but will also require 
a service fee of up to one percent. 

Other Requirements: Financial Flan. As a 
pre.-teiulsite for the provision -of assistance 


sicuiiicu wiuwui uicu ptuem/5 anowi- milUicB th« r- i ■ .. -“**• 

edge , or 'consent. In Mississippi, experi- m A- bls a il R> '?’ eern ® nt ' 

mental psychosurgical techniques were . terested nartitl 6 ®. th % t aU in “ - 

carried out without proper experimental , ri ]j' k ' J? : ’ ; E! c ] uain[,r vm Congress, • 
designs and without fully informed con- ‘ to mnwfim! have an opportunity 
sent. ... ... »» take corrective action, if warranted. It 

t-v * . .. ... , • . • , also assures Uittf* tlie CM7tj T ”e"V)i‘o( k e 5 is xvill 

During the Health Subcomimttee*s in- be a public and open one, ~ ' P . 

vcstigatioris of these matters. Dr.. Ber- In establishing this Commission the 
nard Barber, the distinguished sociol- Contaess clearlv tHot AL id-A.. 


be a public and open one, - 
In establishing this Commission, the 
Congress clearly staled that the 'highly 


opt Horn Barnard University in New -emotional issues involved in humancx 
York City, presented the results of liis perimentation renuinv? ^ ^ 

National Survey of Biomedical research ST’ a 


programs which raised profound ethical 


study by a group of persons with a Wide 
range of backgrounds. It was hoped that. 


questions about all kinds of research in this JntcrdiWinlir ™ ? 1 . fj' 

all kinds of settings. The committee was ' focus flip best minds in th , 1 vouu1 
shocked to see the extent of the use of - U S ^° i mmcls m the country on 


ur.cu r this Act, each eligible state or local approved dnigs for unapproved' purposes. 
Eove-nsaent must submit to the Board amt DBS wsis widely used as a morning-after 


gove nment must submit to tho Board ami 
the Secretary of the Treasury a three-year 
pl&u detailing the applicant’s projected reve- 
nues, expenditures, scheduled borrowings, 
debt service costs and other information 
that -.be Board may require. In the case of 
a local government, the State would bo re- 
quired (through the endorsement of the 
Governor) to sign onto nud partlciiuite in 
the enforcement of the plan. The plan must 
alto contain (a) specific proposals to assure 


contraceptive across the Nation, espe- 
cially on college campuses, without prop- 
er informed consent. In fact, it became 
clear that in the United States, in .spite 
of a strict drug regulatory system, drugs 
are frequently used Lor new purposes. 
Sometimes, these purposes turn out to be 
legitimate ■ and approval subsequently 
follows. Often times, these uses are not 


the achievement of a :l€tAr-RDP9iB-(M4 


the ethical dilemmas • raised bv human 
experimentation. I believe the first re- 
port of that Commission, ;hc report to 
tne Secretary on fetal ret card i, illus- 
trntes the. value and impor '.ance of the 
National Commission,. 

lilt. l 3 i esiuen;,, one of the responsibili- 
ties for the National Conm ission is to 
recommend to the Congress a mechanism 
for the expansion of its juusdiction'so 
J.y.LP2;QG?a.i4.4f _qf. bio rued i cal 
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' iesa of which Federal agency administers, 
those grants or contracts. 
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lives and four Mernberifrom the Con- 

necessary or desirable to wait for the members of the National Commission 
Commission to make that recommenda- will be expected to serve out the re - 
tioa. Thefreyelations of the past months mainder of their, terms. The purpose for 
concerning biomedical and behavioral re- the expansion of the membership is both 


concerning biomedical and behavioral re- 
search ab'uses in theTdepartment of De- 
tyipo and t'ne_CIAj.mderscoreTlTe urgent 
need io expand the National Commis- 
sion’s jurisdiction and to expand it now. 
The abuses that have been uncovered 
in the research programs of the Defense 
Department and the CIA are of a mag- 
nitude every bit as frightening, every 
bit as outrageous and every bit as in- 
compatible with the spirit of biomedical 
and behavioral research, and warrant, 
immediate action. 

The full extent of abuses is still not 
known. The Defense Department itself 
is unable to recount to the Health Sub- 
committee the full extent of biomedical 
and research activities or the conditions 
under which they are carried out. We do 
know that research involving LSD was 
carried out- on human subjects without 
. their knowledge or consent. We do know 
that research was carried out without 
proper medical supervision. We do know 
that treatment for unexpected side ef- 
fects was delayed because of the inade- 
quate medical care. We do know that at 
least one death and several suicide at- 
tempts resulted from these research ef- 
forts. We do know that the LSD research 
experiments continued up until 1D73, 
long after the initial hearings on human 
experimentation were being done by the 
Senate and long after the standards for 
the conduct of biomedical and behavioral 
research had altered in this country. 

V/e p.lso learned in these hearings that 
the unethical research carried out by the 
Defense Department usually bore a secret 
label. Although the Defense Department 
had policies enunciating high principles 
for the ethical conduct of biomedical and 
behavioral research, the abuses 'uncov- 
ered at the Senate hearings involved a 
complete departure from these princi- 
pies. Eraerime-Ptation b oards des igned 

to . review ail human, subject-research 
v,*ere_ bypassed by the KdgewpocLArsertal 
ixi'Siai-ylarid. The director of that arsenal 
claims never to have been instructed to ■ 
send his protocols there. He also claims 
to have obtained informed consent from 
all of his patients, yet was able to fur- 


: membership is both 
to upgrade the importance and impact 
of tile work of the Commission, as well 
as to provide a mechanism whereby top 
secret Research can he reviewed by lho.se 
members of the Commission who have 
such clearance. 

Mr. President, this Nation has al 
ways had a biomedical and behavioral 
research program second to none. The 
Commission gives this Nation a policy 
for. the protection of human subjects 
of research second to none. It makes no’ 
sense to limit its jurisdiction. It makes 
no sense to have the Commission dis- 
solved in 2 years to be replaced by a per- 
manent advisory committee with the 
same responsibilities. This Nation needs 
a permanent commission. This Nation 
needs a permanent commission with the 
authority to standardize all biomedical 
and behavioral research conducted under 
Government funds. This legislation ac - 
complishes this goal. 

Mr. President, hearings will be held 
on this legislation- next month. Any in- 
terested parties should contact Dr. Larry 
Horowitz at the Health' Subcommittee 
Office,' room 4223, New Senate Office 
Building, as soon as possible. : - 

Mr. President, I ask unanimous con- 
sent that the text of this legislation be 
printed in the Record. : - ' 

There being no objection, the bill was 
ordered to be printed in "the Record, as 
follows: C .'■ - 

- v s. 2515 - •- 

Be it enacted by the Senate and House of 
Representatives of the United States of 
America in Congress assembled. That this 
.Act may bo cited as the "President’s Com- 
mission for tbs Protection of Human Sub- 
jects of Biomedical and Behavioral Research 
Act of 1975”. ‘ . . 


rush only a standard informed consent 
sheet — the same sheet was used for every 
single research project carried out there. 

Air. President, the measure that I am 
introducing on behalf of myself and 
Senators, Javits and Schwsixer takes 
the long-needed step of assuring the 
people of this country that all research, 
no matter where it is conducted or by 
whom, if it is funded with Government 
money, will come under the purview of 
the President’s commission for the Pro- 
tection of Human Subjects of Biomedi- 
cal and Behavioral Research. The Com- 
mission will have its membership ex- 
panded to include_:is nonvottng mem- 
hen;. the secrtAf'mspoO.ffiW^ancr tHe 'tie- 
PaffriTft'flt'L3fT>efense,. the dii ectcu; of the 
CIA. -and - 'the" Administrator of the 
Veterans’ Administration, as well as four 
Mer.-.bjrs from the House of Kepresenta- 


rjIEMiWS.N-r TO THE PUBLIC HEALTH SERVICE 
".A ACT 

. Sec. 2. Title IV of the Public Health Serv- 
ice Act is amended by Inserting the following 
new part at the end thereof: 

"Part J — Photectiom op Human Subjects 
‘ 'establishment op commission 
"Sec. 481. (a) There is established a Com- 
mission to be known as the President's Com- 
mission for thy Protection of Human Sub- 
jects of Biomedical and Behavioral Research 
(hereinafter in this title referred to as the 
‘‘Commission,”). The Commission shall he 
composed of — - 

"(1) four members of the Senate ap- 
pointed by the President of the Senate; and 
“(2) four members of the House of P.epre- 
. Tentative:; appointed by the Speaker of the 
House of Representatives; and 

“(3) the Secretary of the Department of 
Health, Education and Wctfare, the Sec- 
retary of Defense, the Director of the Cen- 
tral Intelligence Agency, and the Adminis- 
trator of the Veteran's Administration; ant! 

"(I) eleven members appointee! by the 
President of the United States with the ad- 
vice and consent of the Senate. 

“The President -Khali select members of 
the Commission under paragraph (4) from 
Individuals distinguished in the fields of 
medicine, law, ethics, theology, the biological, 
physical, behavioral and social sciences, 
philosophy, humanities, health administra- 
tion, Government, and public affairs; but 


five {and not moro than five) of the mem- 
_ hall be individuals 
been engaged In bio- 
medical or behavioral research Involving hu- 
man subjects. Until such time as the Presi- 
dent acts to appoint members of the Na- 
tional Commission for the Protection of Hu- 
man Subjects of Biomedical and Behavioral 
Research nro deemed members of the Com- 
mission as of the date or enactment of this 
Act. . 

“(b) The term of oiace or each, member 
of the Board shall lie four years; except that 
(1) any member appointed to fill a vacancy 
occurring prior to the expiration of lha term 
for which his predecessor was appointed 
shall be appointed for the remainder of such 
term; (2) the terms of office of members 
first taking office shall begin on the date of 
appointment and shall expire, a3 designated 
at the time of their appointment, four at 
the end of one year, four at the end of two 
years, and three at the end of four years: 
and (3) -a member whose term has expired 
may serve until his successor has qualified. 

"(c) The President shall designate one of 
the members of the Commission os Chair- 
man, and one 03 Vice Chairman. Seven mem- 
bers of the Commission shall constitute a 
quorum, but a lesser number may conduct 
hearings. Those members appointed under 
paragraphs (1), (2), and (3) of Section 481 
(a) shall be non-voting members and shall 
not be considered in constituting a quorum. 

"(d) Members of the Commission who are 
Members of Congress or full-time officers or 
employees of the United States shall serve 
without additional compensation but shall 
be reimbursed for travel, subsistence, nnd 
other necessary expenses Incurred in the per- 
formance of the duties vested in the Com- 
mission. Members of the Commission from 
private life shall receive $100 per diern vihile 
engaged in the actual performance of the 
duties vested in the Commission, plus re- 
imbursement for travel subsistence and ether 
necessary expenses incurred in the perform- 
ance of such duties. ‘ • - 

"(e) The Commission shall meet at the 
call of the Chairman or at the call of a ma- 
jority of the members thereof. 

"(f) (1) The Commission shall have the 
power to appoint and fix the compensation of 
such personnel as it deems advisable, with- 
out regard to the provisions of title 5, United 
States Code, governing appointments in the 
competitive seryfee, and the provisions of 
chapter 51 and subebapter III of chapter 53 
of such title, relating to classification and 
General Schedule pay rates. .... 

"(2) The Commission may procure, in ac- 
cordance With the provisions of section 31C9 
.of title 5. United States Code, the temporary 
or intermittent services of experts or con- 
sultants. Persons so employed shall receive 
compensation at a rate to be fixed by the 
Commission, but not in excess of $100 per 
diem, including travel time. While away 
from his home or regular place of business 
in the performance of services for the Com- 
mission, any such perron may be allowed 
travel expenses, including per diem in lieu 
of subsistence, as authorized by section 
5703(b) of title 5, United States Code, for 
persons in the Government service employed 
intermittently. - 

"(g) The Commission may secure directly 
from any department or agency of the 
United States information necessary to en- 
able it to carry out its duties. Upon request 
of the Chairman or the Commission, each 
and every agency or department of the 
United States .shall furnish nil information 
requested by the Commission which -X 
necessary to enable it to carry out its duties. 

If any information so requested has been 
deemed to be classified for any purpose (ti,-~ 
eluding national security) by such agon. a- 
or department, such information shall be 
furnished to tho Special Classified Informa- 
tion Committee of the . Colnmbsion (h, Vt _ 


Approved For Release 2003/12/16 : CIA-RDP78-04163R000100100001-9 





ittee”), which shall )>e corn- to maKe tv cnoioo iox* or ucamsc involvement publish it In the Federal Hi 

ttHmberApprQwediFar(Relea9e)’2003/1>2/16 tl ’ , C4A 1 ^RDP78i4)41€3ROOQ1<)(>10<i)fl04-9'>fer l - 

oted under paragraphs (1), ligation and study, tho Commission^ chall submit wri tten data’, views, 
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.lnafter -In this section referred to • as the 
"Soeclfd Committee*'), which shall >>e corn- 

• . , . , . • A — - «K 1. J 

pased oi those 
v-ho are appointed 
(2)', and,.f3) of section 481(a). Eight mem- 
bers of tjia Special Committee shell consti- 
tute a quorum, but a lesser number may 
.-conduct hearings. By a majority decision of 
the Special Committee, such information 
-shall be disclosed' without, regard to the 
-sensitivity of such information to the full 
Commission upon a finding by the Special 
Committee that there is or will be ail adverse 
impact upon the protection of human sub- 
jects of research. 

"commission mrnes 

SF.c. 482. (a) The Commission shall carry 
; out the following: 

.a "'.‘(1) (A) The Commission shall (i) conduct 
' a comprehensive investigation and study to 
.-identify tho basic ethical principles which 
.should underlie the conduct of biomedical 
.and behavioral research involving human 
-subjects, (11 } develop guidelines which 
-should bs followed in such research to assure 
-that it is conducted In accordance with such 
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competence and the freedom of the persons 
to make tv choice for or against involvemcn 


ms r . pax linen t. or agency of the United States shall 
sat publish jtfih the i^tlerarTlegister and p.-o- 
4463RQO0>1001Q©0Q4r-9ntei t)steci" persons to 


make such recommendations to any depart- 
ment or agency of the United Stales as it 
determines appropriate to assure that bio- 
medical and behavioral research conducted 
by or supported under the appropriate de- 
partment or agency of the United States 
meats the requirement:; respecting Informed 
consent identified by tire Commission. For 
purposes of this paragraph, the term 'chil- 
dren’ means individuals who have not at- 
tained the legal age of consent to partici- 
pate in. research as determined under tb.o 
applicable law of the jurisdiction in which 
the research is to be conducted; the term 
•prisoner’ means individuals involuntarily 
confined In correctional institutions or facili- 
ties (as defined in section 601 of the Omni- 
bus Crime Control and Safe Streets Act of 
1SG3 (4.3 TJ.S.C. 3761)); and the term ’in- 
stltutionaliKed mentally infirm’ includes in- 
dividuals who are mentally ill, mentally re- 
tarded, emotionally disturbed, psychotic, or 
senile, or who have other Impairments of n 
principles, and (iii) make recommendations s i mi lar nature and who reside as patients in- 
to the appropriate agency or department for EU institution; the term 'military personnel’ 
such administrative action as may be ap- means individuals who are active and in- 
propriate to apply such guidelines to bio- BCtive members of the U.S. Armed Forces, 
medical and behavioral research conducted veterans of the TT.S.'Armed Forces, and cm- 


.or supported under programs administered 
..by the appropriate agency or department, 
and (II) concerning any other matter per- 
taining to the protection of human subjects 
of biomedical and behavioral research. 

.'•• ••'(B) • In carrying out subparagraph (A), 

• the Commission shall consider at least the 

following ; .■■•.• 

‘•(i) The boundaries between biomedical 
or behavioral research involving human sub- 

• jects and the accepted and routine practice 
■of medicine. 

-- s “(i!) The role of assessment of risk-benefit 
/ criteria in the determination of the appro- 
priateness of research involving human sub- 
jects. ■'•••’■ 

. "(iii) Appropriate guidelines for the selec- 
tion. of human subjects for participation in 
: biomedical and behavioral research. 

“(iv) The nature and definition of in- 
. formed consent in various research settings, 
“(v) Mechanisms for evaluating and moni- 
toring the performance of Institutional Re- 
view Boards established in accordance with 

- section 474 of thJs Act and appropriate en- 

forcement mechanisms for carrying out their 
decisions. * 

"(C) The Commission shall consider the 
appropriateness of applying the principles 

- and guidelines identified and developed un- 
der subparagraph (A) to the delivery of 
health services to patifents under programs 
conducted or supported by the Secretary of 
HEW and shall review and suggest the ethi- 
cal, social and legal Implications of all bio- 

‘ medical and behavioral research on human 
subjects conducted by and through any Fed- 
eral agency (including contractors) for which 
any Federal funds are to be appropriated. 

-7 "(2) The Commission shall identify the 
requirements for informed consent to par- 
ticipation in biomedical and behavioral re- 
search by children, prisoners, military per- 
sonnel, and the institutionalized mentally 
infirm. The Commission shall investigate 
and study biomedical and behavioral research 

ad- 
ds 

:id 

the institutionalized mentally infirm to de- 
termine the nature of the consent; obtained 
from x u cl) persons or their legal representa- 
tive;-. before such persons were involved in 
such research; the adequacy cl the informa- 
tion given them respecting the nature and 
pur-pore of the research, procedures to bo 
used, risks and discomforts, anticipated 
benefits from the research, and other mat- 
ters necessary for informed consent; and tho 


per 

and arguments 
with respect to such recommendation. The 
appropriate department or agency of the 
United States shall (1) determine whether 
ilxo administrative action proposed by such 
recommendation Is appropriate to assure tho 
protection of human subjects of biomedical 
and. behavioral research conducted or sup- 
ported under programs administered by it, 
and (2) if it determines that such action is 
not so appropriate, publish in the Federal 
Register such determination together with 
rut adequate statement of the reasons for Its 
determination. If tho appropriate depart- 
ment or agency of the United States deter- 
mine;; that administrative action, recom- 
mended by the Commission should be under- 
taken by it, it thall. undertake such action 
as expeditiously as Is feasible. 

"AUTHOiaTY TO CONTRACT 
"Sec, 485.' TJ10 Commission may contract 
for tbe study and design of mechanisms to 
be included in such recommendations. 

* . . "inANSFER OP FUNCTIONS ■ 

"litre . . 486. ' The functions, powers, $-,ud 
duties of the National Commission for tire 
Protection of Human Subjects of Biomedical 
and. Behavioral Research (80 Stat. 840-351) 
•shall be transferred to the Commission.”. 

• - '-Misati..o;roi;s ; 

- Sac. 3. (a) Part A of title II of the Na~ 


pioyees and agents of the Central Intelli- 
gence Agency. 

"(3) The Commission shall conduct an 
investigation and, study of the use of psycho- 

surgery in the United States during tbe live- tional Research Act (<?. U.S.C. 2891) is rc~ 
yenr period ending December SI, 3972. The. pealed. 


(b) • Sections 211 and 213 of the National 
Research Act are. repealed. 

■ Mr. SCHWEIKEti. Mr.' President, the 
accounts of unsupervised experiments on 
humans in military and CIA drug re- 
search — revealed during recent hearings 


Commission shall determine the appropriate- 
ness of its use, evaluate the need for It, and 
recommend to the' Secretary policies defining 
the circumstances (if any) under which its 
use may be appropriate. For purposes of this 
paragraph, the term "psychosurgery” weans 
brain surgery on (l) normal brain, tissue of 
an individual who does not suffer from any before the Subcommittee on Heal ill, of 
physical disease for the purpose of changing which I am ranking minority member- 


or controlling the behavior or emotions of 
such individual, or (2) diseased brain tissue 
of an individual, if the sole object of the per- 
formance of such surgery is to, control 
change, or affect any behavioral or emotional 
disturbance - of such individual. Such term 
does not include brain surgery designed to 
cure or ameliorate the effects of epilepsy 
and electric shock treatments. 

. “SWCIAI. STUDY , 

“Sec. 483.- The Commission shall undertake 


are indicative of the need for the bill 
Senators Kennedy, Javits, and I have in- 
troduced today. ' 

1 During the hearings we learned of sec- ' 
-ret experiments with DSD and oilier hal- 
lucinogenic drugs conducted on military 
personnel with virtually no medical su- 
pervision or followup, and little' adher- 
ence to established ethical principles. - 
' In order to provide a responsible body 
a comprehensive study of the ethical, social,-- to review tbe issues presented to tile Copl- 


and legal implications of advances in bio- 
medical and behavioral research and - tech- 
nology.. Such study shall include — 

“(1) an analysis and evaluation of scien- 
tific and . technological advances in. post, 
present, and projected biomedical and be- 
' havioral research and services; 

"(2) an analysis and evaluation of the im- 
plications of sueli. advances, both for indi- 
viduals and for society; 

"(3) an analysis and evaluation of laws 
and moral and ethical principles governing 
the- use of technology in medical practice; 

.‘■(4) .nn -analysis and evaluation of public 
understanding of and attitudes toward, such 
implications and law's and principles; and 
"(5) an analysis and evaluation of. impli- 
cations for public policy of such findings as 
are made by tbe Commission with respect to 
advances in biomedical and behavioral re- 
search and technology and public attitudes 
toward such advances. 

"ADMtNI.SIKATI.Vi; PROVISIONS 

"S -;c. 434. (a) Tile Commission may for the 
purpose of carrying out its duties bold such 
hearings, sit and set at such times and 
place ;, take such testimony, and. receive such 
evidence as the .Commission deems advisable, 
"(b) Within sixty days of tho receipt of 
any recommendation made by tho Commis- 
sion index section 482, the, appropriate do- 


mit.tee, this bill creates the President’s 
Commission for the Protection of Human 
Subjects of Biomedical and Behavioral 
Research, and transfers the functions, 
powers, and duties of the National Com- 
mittee for the Pro lection of Human Sub- 
jects of Biomedical -and Behavioral Re- 
search to the new Commission. The 
Commission shall hr; composed of the 
Secretary of Health, Kducation and Wel- 
fare; the Secretary of Defense; the Di- 
rector of the Central. Intelligence Agen- 
cy; the Director of the Veterans’ Admin- 
istration, li Members of Congress, equally * 
divided between the House and Senate, 
appointed by the Speaker of the House 
and the President of the Semite, re- 
spectively; and 11 members from the 
public appointed by the President with 
the advice and consent oi the Senate. 
The Commission shall be responsible for 
the review of all federally funded bio- 
medical and ’behavioral research pro- 
grams. ■' - 

The bill recognizes that it may be nec- 
essary for reasons of national security 
to authorize special consideration for 
research involving military personnel. 
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MEMORANDUM 1* OR: Director of Central Intelligence 


SUBJECT: 


Agency Comments on Proposed Bill 
to Establish Commission on 
Human Experimentation 



1. I his memorandum sets forth a recommendation contained in 
paragraph 6. ' 

l. 1 he Kennedy Subcommittee , in connection with its hearings 
on human experimentation, has requested comments from the Agency on 
pi oposed legislation to establish a President's Commission for the 
Protection of Human Subjects of Biomedical and Behavioral Research. 

I he Commission, composed' of Selected Members of Congress, Secretaries 
of HEW and Defense, the Administrator of the Veterans Administration, the 
Director of CIA (all nonvoting) and Presidential appointees from the private 
sector would: conduct a comprehensive investigation to identify ethical 
piinciples underlying the conduct of biomedical and behavioral research; 
and make recommendations to agencies and departments. Employees and' 
agents of the Central Intelligence Agency are specifically within the 
jurisdiction of the Commission. 

3. The Commission can request any information from any Government 
agency needed to carry out its responsibilities. All classified information 
would be sent to a "Special Committee" of the Commission of which the DCI 
would be a member. The Special Committee, by majority vote, must provide 
any classified information to the full Commission if it finds that there will 
be an adverse impact on human subjects. There is no provision in the 
legislation as to the degree of protection to be provided classified informa- 
tion by the Special Committee, Nor is there any provision as to what dis- 
position the Commission may make of the information. Presumably, the 
Commission could make it public . 
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4. It is the consensus of Agency components that the Director 

of CIA 'should not serve as a member of the Commission since the Agency 
has very little current research in these areas and none which can be 
considered as affecting the health of the subjects involved. Further, with 
such limited activities, it was not considered appropriate or advisable 
for the Director of Central Intelligence to participate in the formulation of 
guidelines for all of Government. It was clearly acknowledged, however, 
that the Agency would adhere strictly to any guidelines issued by the 
Commission and would provide information on our programs to the 
Commission consistent with the protection of intelligence sources and 
methods. 

5. There is an opposite view for your consideration as to whether 
the DCI should be a member of the Commission. Though our' programs in 
the past were not large, they were extensive and included many facets 

of controlling human behavior. There admittedly were abuses. It would 
be difficult to refuse to participate in the wake of the charges. We should 
be part of the mainstream in this important area and not isolate ourselves. 

The Commission would become educated on the unique and essential require- 
ments of the intelligence profession.-. Further , membership would allow for 
the free flow of information on human experimentation and would enhance the 
Agency's knowledge and collection of foreign intelligence developments 
in this area. 

6. While there appears to be little substantive basis for including the 
Director of Central Intelligence in the membership of the Commission, there 
may well be some advantages from a tactical and public relations point of view 
There is no question but that we will be engaging in this kind of activity 

to a limited degree in the future, and it may be in our best interest to have 
the Director on the Commission for the reasons stated in paragraph 5. 

Since you or an Agency representative will possibly be asked to testify 
on this proposal, I suggest that we not make a decision against your 
participation in the Commission in advance of the hearings. In the mean- 
time, wc will consult with the White House regarding both the substance 
of the legislation and the requests that are being made by Senator Kennedy 
and his staffers. 


George L . Cary 
Legislative Counsel 

APPROVED: 


Date 


Director of Central Intelligence 
Distribution: 

Orig. - DCI (to be returned to OLC) 

1 - DDCI 
1 - ER 

1 - ODC/Subj. . *■ 
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OLC/PLC/dlw/l I (28 Oct. 1975) 
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